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IN THE t^OTCD STATBS PATEOT AND TRADElVLy« 

In re Application of: 



Greg Swords 
Serial No. 10/517,843 
Filed: July 12. 2005 
For: Cranio&cial Implant 



Art Unit: 3774 

Examiner: Suba Ganesan 
Attorney Docket No.: 37370/339252 



DECLARATION OF 



1. My name is . Imt over the age of 21, and I am competent 
to make this declaration based upon my personal knowledge. 

2. I am a surgeon who uses the TITAN™ implant, which I understand is the product 
made according to the above-referenced application, 

3- The TITAN™ implant is a porous polyethylene matrix having a metal mesh 
embedded therein. In some versions of the implant, there is a barrier coating on one or both 
sides. The TITAN^*^ implant provides clear and distinct benefits over other craniofacial 
implants previously on the market, 

4. First, porous polyethylene implants for orbital reconstruction without a surgical grade 
metal mesh do not always meet my needs because they do not provide adequate strength 
needed for certain surgeries, they are not always malleable, they have less shape memory 
than metal mesh alone, and they are not readily visualized on postoperative radiographs or 
CT scans. Second, metal mesh alone (not contained within a sheet of thermoplastic resin) 
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does not always meet my needs because it does not allow for cellular ingrowth, it does not 
provide a smooth solid barrier surface, which is sometimes needed to completely prevent 
passage of fluids and other biological matter, and it can be difficult to insert through small 
incisions because of its sharp or irregular edges, 

5. When the TTTAN^^ implant was introduced, it was the fix^t product on the market to 
combme porous polyethylene and titanium mesh into one implant by embedding the mesh 
within polyethylene, obtaining the benejSts of both materials. 

6. Upon ite introduction, I was (and I continue to be) quite pleased with the features that 
the TITAN™ implant provides. It combines strength and flexibility, so that I can bend tiie 
implant and it maintains its shape. It also provides different options - implants that allow 
fibrovascular ingrowth on both sides (porous/porousX fibrovascular ingrowth on only one 
side (porous/barrier), or preventing ingrowth completely (barrier/barrier). I currently use the 
TITAN™ implant in most of my large or complex orbital reconstruction surgeries, 

7. My decision to use (and continue to use) the TITAN^^ implant is not influenced by 
cost, advertising, my relationship with P<^x, nor any other economic or commercial factors. 
I choose to use TITAN™ implants because the features they provide are highly superior to 
any other product on the market The combination of porous polyethylene with a surgical 
grade metal mesh embedded therem is why I (and many of my colleagues) continue to 
purchase and use the TITAN™ implant 

8. As the person signing below, I hereby declare that all statements made herein of my 
own knowledge are true and that all statements made on information and belief are believed 
to be true; and further that these statements were made with the knowledge that willful false 
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statements and the like so made are punishable by fine or imprisonment, or both, under 
§ 1001 of Title 18 of the United States Cod^ /^/^Z^t^A^^'^X^^ 




D.t«i: milt€ Tdm k mm ■ MP 




Name: 



Citizenship: 

Post Office Address: 2?)]\ ti^M. mlHAM . 
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Meet Our Team 



Louise A Mav^n, MD 




Title 

• Assistant Professor of Ophthaimlogy and Neurology 






Specialty 

• Neuro-Ophthalmology 






Degree 

• MD - Bowman Gray Sdiool of Medidne, Walce Forest University, 
Winston-Salem NC, 1990 






Post Graduate Training 

• Intemsliip-North Carolina Baptist Hospital. Bowman Gray Sciiool 






of Medicine, Winston-Salem NC 

' Ophithalmology Residency-University of Iowa Department of 
Ophthalmology, Iowa City lA 

• Neuro-Ophthalmology Fellowship-Tufts University. New England 
Medical Center, Boston MA 

• Oculc^laslics, Orbital and Lacrimal Surgery Fellowship-University 
of Ottawa Eye institute, Ottawa, Ontario Canada 


Department of OphthalmolO! 
Visual Sciences 
Vanderbilt Eye Institut 

2311 Pierce Ave 
Nashville, TN 37232-134} 


Patient Care Emphasis 

* Oculoplastlc Surgery 

• Reconstructive Surgery 
' Neuro-Ophthalmology 


Phone: (615) 936-1034 
Fax: (515) 936-2118 
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